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PC Code: 126301
T8 FILE SYMBOL: 264-1FE - R

ACTION REQLPSTED:
Lhe Product Mapiizer neguesis:

“Please review the plopossd product libeling, hasic CSF (dated 341609, acute toxivity
a for the provhnct with BPA ile Ko, 264117

BACKGROUND: B:zj.cr('z'nj*ﬁticnu‘ Tt subymitted a siy pack of aoute tovieny sttldies in
upport of registration for Thidinyzuran Teelnical Cotton Defolinnt, IIPA Tile Svmbol: 264-1T1
(e suhmmiasion inchuded a CS1 and label ard bliny hacks o ‘”leu‘i'c :‘-n’ivin studies required for
refistration. According to the jacke: for 264-[FE. studies h |”i alteady been performed on the
Pl technical
1246007 -00} wure
PPLIRE2327, THENS,

tochnival product and so an cTort was made Lo uncos el rovicws hll T
Thidiazaron. Old acute ol and acute tinl‘rtﬂ-ii"rm tNicily r:h|.-‘|;.-_r (METDs 4
previously revicwed In a request for tolerances memo for the AL rP“n nier,
FIZORUT. ICAPRAMRD)Y. The primary ove nm‘l privary dormal Iritation studies H\" RIDs
A20096-0%, -N2% were pres woush reviewed I an HED memo (Keeumbo, HED Privject No: 2-
NRET, Casmwell Noc 6508 13/ ATGA O, ing blowlncks Lu:lld not be
found. 2o these were revieved by TRIB. Noewer acute oral., dermial and inhalation texicity siudics
wirz suhmited. The acore oral and acute darmal oxicin stidios (M 46]’1 i5-01, -1y were
conducted at Huntingdon 11fe Soieaces Lid.. Cambridgeshire. an;; .-:5 . T'he acite inhalation
toxicity study (4612 15-03% was conducted at Safepharin Laboratories Lid.c Derhy, UK. An old
acute dermat toxicity studs. which a review of could not be found. was conducted at RCC,
Tringen. Switscrland. The derimal sensitization study OMEID 947400-10) was conducted at
Sckering AG. Germany.

Reviews on the remat

RECOMMENDATIONS: The five submyised srudies have beon revicwead and 4 are classified

demval wonsitiration =h ,fr Tooumacy :(\‘_v\}ﬁ}e andd the ,-»: g il et 1a
antally similur product, e urtla} dcnk

as acceplable, The
either subimit this study or eite the doa from a subs
toxicity profile for Thidiasun 1LL] nical Cotton Delolimt, TPA | .| , ‘n\mlw* "fw—’? LU

Acure aral toxiein in (ited MR 92244007
Acute orul tovicils m Accoplable  MRID 46121561
Acurte dermial toxicity &% Aceoptable  MRIT 447121502
Acute dermal toxicity 1l Acceptuble  MRID 41426901
Acute inhalilion osicity [V Ciled 1T D244000
Acuie inhalation toxiciny v Acceptable  MRID 446121503
Prinvary cve jrritiation IRy Cited NMRID {
Prisiary sKin irritutivn AN Cited MRID 42099602
Dermal sensitizarion - Tnaceepiable MR 94246010




PC Coder 120000
I PILESVMROL: 364-110 ~

LABELING: Rasad ni thee partial rosicity profile above, the following are the precautionary and

first aid statemems for this prodoct ag abuined from the Label Review System. NOTE: Bused on
lie resalts of an neceptable dermal sensitization stody the Inhe! sy necd o conaln the denmil

Lie rex

semisitization precautionan, statement.

PRODUCT ID #: 000264-00822

PRODUCT NAME: Thidiaruron Technical Cottan Defallant
PRECAUTIONARY STATEMENTS

Hazards to Humans and Domestic Animals;

SIGNAL WORD: CAUTION

Harmful If absorbed through skin or if swallowed. Avoid contact with =kin, eyes ar dothing, Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using
tobacco. Remove and wash contaminasted clothing before reuse,

First Aid:

If on skin;

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poiscn contral centér or doctor for treatment sdvice,

If swallowed:
-Call a poisen centrol center ar doctor immediataly for treatment advice.
-Have parson sip a glass of water If able to swallow,
Do not induce vamiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscious person.
tave the product container or label with you when calling a poison control eenter or doctor or geing for
treatment. You may alsa confact 1-800-ac-xxy for emergency medical treatment information.

Eamos o0l &




P Coder 120301
EPA FILE SYXBOL: 204-1108

Reviewer: Rreann Tlanson Drate: Feh. 14, 2003
Risk Manager (FPA): Marce! Howard. RM 23

STUDY TYPE: Acutc Oral Toxicity - S1 raly OPPTS §70.1100; OLCD 423

TEST MATERTAL: Thidiazuron (AT: 987"« fw, Batch No.: CITIO762Y 022 veliowish

powder)
SYNONYMS: AE BO49537

CITATION: Coleman. D.G. (2001 Rat Acute Oral Toxicity. Spoensor Study Number: Tox
201238 Unpublished study prepared by Tuntingdon Life Scicnces Tad. April 5, 2001,
MRID 46121501,

SPONSOR: Bayer CropScicnee, P.O. Box 120014, 2 T)W. Alexander Drive. Research Triangle
Park. NC 27709

EXECUTIVE SUMMARY: Inan acute oral toxieiry study (MRITY 46121501), Sfses C1 strain
Sprague Dawley rats {(Age: 8-11 weeks, Weight: 208-229 g males. 193-202 g lemales: Source:
Harlan UK. Ltd., Oxon. England) were given a sinzle oral dose of Thidiazuron (Al 98.7% wiw,
Batch No.: CHIO7622-02: yellowish powder) by oral gavage at a dose of 2,500 muedko, The test
substance was formulated in 1% wiv aqueons methvlecliulose. Individual eximal body weights
were recorded prior to 1est substance administration and on days § and 15. Clinical checks for
signs of toxicity and mortality were made frequently on the inttial stady day and vwice daily
thercafter. All animals were necropsied on study day 13,

Al animals survived the smdy period. Two female rats had weight zains of less than 10 g during
the second week of the study. Al remaining animals had adequate weight gaings throughout the
study. Signs ol toxicity noted dunng the sty included lethargy, deep respiration, hunched
posture. pilocrection and abnommal gait. Al animals recovered [rom these svmptoms by study 3.
No gross internal finding s were observed at necrapsy.

Oral LD, mates = 2,00 mgikg
Oral LD, fomales === 2,000 mgfkg
Oral [ Do combine! == 2.000 mefkg

Based on the 1D, in rats, Taidiarsuran is classified as TPA Toxicity Catcoory 11

This acure oral study is classificd as aceepiable. ft does satisly the goudeline requirement for an
acute oral study (OPPTS 870.1100; OLCD 423) in the rat

COMPLIANCE: Siencd and dared GLP. Quiality Assurance. and Data Confidentiality
statements wore provided.




PC Code: 120301
EPA FILE SYMBOL: 264-IFF.

RESULTS and DISCUSSION:

I Mortality/Numaber Tested
Dose (ing/kg) '
. Males Females Combined B
2000 T KA _ s Q410

A, Mortality - None. as noted 1n table.

B. Clinieal observations - Al animals survived the study period. Two female rats had weight
gaing of lezs than 10 g during the sccond week of the study, All remaining animals bad adequate
weight gains throughout the study.  Signs of toxicity noted during the study included tetharey.
deep respiration, hunched posture. piloerection and abnormal wait. A1 animals recovered from
these sympiams by study 3.

C. Gross Necropsy - No ccoss internal findings were observed at necropsy.

D. Reviewer’s Conclusions: Agree with study author.




PC Coder 120361
FPA FILE SYMBOL: 264-15F

Reviewer: Breaonn [Hanson Date; Feb 14, 2005
Risk Manager (EPA): Marce! Howard, RM 23

STUDY TYPE: Acute Dermal Toxicity - S Rat: OPPTS 8701200, OFECD 402

TEST MATERIAL: Thidiazuron {AL 98.7% w/w, Batch No.: CH107623-02; vellowish
powd. 1

SYNONYNMS: AL BCIOSAT

CITATION: Coleman. [.G. (200173 Rat Acute Dermal Toxicity. Sponsor Study aumber: TOX
20139 Unpublished study prepared by Huntingdon Life Sciences Lid. April 5, 2001, MRID
46121502

SPONSOR:  Baver CropScicnee, P.O. Box 12014, 2 T.W. Alexander Deive Rescarch Triangle
Park. NC 27709

EXECUTIVE SUMMARY: Inan acure dormi! toxicity study (MRID 46121302), 3/sex of €D
strain Sprague Dawlev rats {Age: 8-11 wocks: Weinht: 241-260 g males, 2222237 g fomales:
Source: Harlan UK. Tl Oxon, Finpland) were dermally exposed to a single application of
Thidiazuron (AT 98.7% wiw. Batch No.: CH107623-02: vellowish powder) o0 5000 mefke. The
test material was formutated tn %% methyleellulose and apphed to the shaven dorso-lumbar area
(cavering 16% ol'the BSAY af cach testanimal. oo ered with a porous gauze snd held in place
with non-irritating tape. further covered with @ dressiv o and fefuin ploce lor 24 hours. Individusl
animal body weights were recaorded prior to west sehstance administration and agaim on days 8
and 15, Clinical checks for siuns of toxicity and mortality were made frequently on the initial
study dav and twice daily thereafier. Checks for signs of dermal irritation alse occwrred twice
daily. Trritation was scored according to Draize. All animals were necropsied on study day 15,

All animals survived und appeared healthy throu hout the study period. Two fomales showed
welahit loss at the end nfihe first week, petsisting 1 one snimal to study ternnnation. Slight
crvihema was noted in 310 animals, but animals rocovered from this b study dav 3. Localived
spots/scabbing was observed in 1 animal, resolyving by study duv S0 N pross Imernal findings

were observed at necropsy.

Dermal BD., Males = 5.000 me'ke
Females =~ 5.000 makg
Combined == 5.000 mp‘ke

Bared on the LD, of 5.000 ke, Thidiazuron ix classified as EPA Toxacity Category 1V,

This acute dermal study is classified acceptable. It doces satisfy the guideline reguitement for an
acute dermal study (OPPTS B70.1200: OLCD 402) in the rat.

ok
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PC Codes 120304

FPA FILE SYMBOA.: Z64-1FT,

COMPLIANCE: Signed and dated GLP. Quality Assurance. and Data Confidentinlity
stlerments were provided.

RESULTS and DISCUSSTON:

Dose {mg/kg)

|

Mortality/Number Tested

‘ Males

3000

! Q5

Fewmales

Combined

(/5

L

—_—

U149

AL Mortality - None, a5 noted in table.

B. Clinical ohservations - All animals survived and appeared healthy throughout the study

period. Two females showed weight loss at the end of the Tirst week, persisting in one animal to
study termination. SHght ervthema was noted in 3710 animals, but animals recovered fiom this
by study dav 3. Localized spote/scabhing was observed in 1 animal, resolvins by study day 3,

C. Gross Necropsy - No gross internal findings were observed at necronsy.

D. Reviewer’s Conclusions: Auree with study author.

Fagr 7 of
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PC Code: 120301
EPA FILE SYMBOL,: 264-IEE

Reviewer: Breamn {anser Date: Feh. 14,2003
Risk Mapager (EPA)Y: Marce! Howard, RM 23

STUDY TYPE: Acute Dermal Tovicity - NZW-Rabbits: OPF IS 870.1200: ORCD 402

TEST MATERIAL: Thidiazuren Technical (AL 98.7% wiw. Batch No.: 779 82: powder}

CITATION: Ullman, L. (19845 146 Thidiazuron: Acute dermal toxiciny (LDSU) study with
thidiazuron technical (SN 49 537) in rabbits. Faboratory Project 1D: 031140, {npublished

study prepaced by RCC. Mav 7. 1984, MRID 41426001,

SPONSOR: Baver CropScience, P.O. Box 12014, 2 T.W. Alexander Drive. Research Triangle
Park, NC 27709

EXECUTIVE SUMMARY: Inan acule dermal toxicity study (MRID 431426901), 3/sex of New
Zealond White mabhits {Aper 13-16 weeks; Weight: 2.5-2,6 kg males. 2.6-2.8 ke females: Source:
Loeinticrfarm Madoerin AG. Tuellinsdorf. Switzerfand) were dermally exposed to a single
application of Thidiazuron Technical (AL 98.7% w/w. Barch Noo: 79 82; powder) a1 4.000
sag/Re, The test material was formuliated i 2% carboxy-methyleelhilose and applied to the
shaven back of cach test ammal, covered with an ceclusive dressing, wrapped, lacd with an
adhesive bandage and left in place For 24 hours. Individual animal body welghis were recorded
prior to test suhstance administration and again on days 8 and 15, Clinical checks for signs of
toxicity and mortality were made frequently on the initial study dayv and dailv therealter. Checks
for siens of dermal irritation also occurred daily. Irritation was scored according to Noaks and
Sanderson. All ammals were recronsied on study day 13,

546 test animals survived. gained weight and appeared healthy iroughout the study pertod. The
one test animal that died did so on study day 12 and showed no signs of toxivity prior to death.
Atnceropsy, the one amimal that died had muceid filled intestines. colon and rectum. No gross
mternal findings were abserved at necropsy for the animals that survived to smudy termination.

Dermal LD, Males == 4,000 mofky
Pemales = 4000 meihg
Combined == 4000 mg'ke

Rased on the LY., of 4.000 me/kg. Thidiazuron Technical 1s classified as P A Toxicity
Category HI.

I'his acute dermal study is clissilied as acceptable for registering this product although it does
not satisly the cuideline requirement fur an acute dermal study (QPPTS 870.12000 GECD 402) in
the -at. In the report only 3505 mavmals were treated with the test material. According to OPPTS
8701200, at least Sfsex arimats shoeld be treated. TRB finds this study acceptable duc to it
producing a more re-Lictive acule oxicity profile.

Tage 8 of 15



PC Codes 120301
EPA FILE SYMBOL: 264-ELE

COMPILIANCE: Signed and dated GILP. Quality Assurance. and Data Confidentiality
statements were provided.

RESULTS and DISCUSSION:

Mortality/Number Tested

Dose (ng/ky)
Males Females Combhbined

4000 . 13 03 1/6

A. Mortality - One. as noted in fable.,

B. Clinical obscrvations - 5/6 test animals survived, gained weight and appeared healihy
throughout the study period. The ong test animal that died did so on study day 12 and showed no
signs of toxicity prior to death.

C. Gross Necropsy - At necropsy. the one ammal that died had mucoid filled intestines. colon
and rectum. No oross intermal findings were observed at necropsy for the animals thit survived
to study termination.

D. Reviewer's Conclusions: Agree with study author,

E. Deficicucies: In the report only 3/sex animals were treated with the test material. According
to OPPTS 870.1200, at least Sfsex animals should be treated. TRB Nnds this study acceptable
due to it producing a mere restrietive acute toxicity profile.

l..J
5

Page 9 ot



PC Coder 130301
EPA FILE SYMBOL: 264-1ET.

Reviewer:  Breann Tansen Daite: Feb. 14, 2005
Risk Manager (LPA): Marcel Howard, RM 23

STUDY TYPE: Acute Tmhalation Toxicity - SI3 Rat; OPPTS §70.1300; OECD 403

TEST MATERIAL: Thidiazuron (Al 98.7% w/w, Batch No.: CITI07623-02: beige powder}

SYNONYMS: AE BOJ9537 00 11599 0002

CITATION: Wesson, C.M.. {2001} Acute Inhalation Toxicity (Nose Only) Study in the Rat,
SPL Project Number: 374096, Unpublished study prepared by Safepharm Taboratories.
March 29, 2001, MRID 461215303,

SPONSOR: Bayer CropScience, P.O. Box 12014, 2 T.W. Alexander Drive, Research Triangle
Park, NC 27709

EXECUTTVE SUMMARY: In an acute inhalation toxicity study {MRID 46121503}, Sisex
Sprague Dawley rats {Age: 8-10 weeks; Weight: 280-318 g males: 219-239 g females, Source:
Charlex River (UK) Lid., Kent, England} were exposed nosz-only via the inhafation route to
Thidvazuron (Al 98.7% wiw, Batch No.: CH107623-02: beige powder) for 4 hours at o
gravimetrically determined concentration of 3.48 mg/l.. ndividual animal body weights werce
recorded prior (o test substance administration and again on days 7 and 14, Clinical checks for
signs ol wxicity and mortality were made at hourly intervals during the exposure period,
irmediately on removal from the inhalation chamber and at 1 hour post-exposure on the initial
study dav. Subsequent checks for toxicity or mortality occurred once daily thercafter for the
remainder of the 14-day observation period. All animals were necropsied on study day 14,

Alf animals survived and gained weight during the study period. Sipns of toxicity noted during
gxposure melnded increased respiratory rate and wet fur in all animals and an isolated oceurrence
of decreased respiratory rale in one animal. Post-axposure, signs of toxicity noted included
nereased respiratory rate. hunched posture, pitocrection. wet {ur. pallor of the extremities. noisy
respiration and isolated cecurrences of red‘brown staining around the eves and socezing. One-
hour post-cxpasire improvements in the animals conditions were noted, All ammals appeared
asympromatic on study day 3. At necropsy, a single instance ol dark focl was noted on the Jungs
of one test animal. No other gross internal findings were ohserved at neeropsy,

IO, Males == 348 mp/lL
1.Cs, Vemales => 3.48 mg/L
[.C., Combined == 3 48 mg/L

Based on the 1.C. of 3.48 mg/LL for both sexes, Thidiazaron is classified as EPA Toxicity
Category TV,

Page 10 of 135



PC Code: 1201301
Ela FILE SYMBQLL: 264-1LE

This acute inhalation study is classified as accepiable. 1t does satisfy the gnideline requirement
for an acure whalation study (OPP TS 870,1360: QLCD EViyin the ruat,

COMPLIANCE: Signed and dated GLP, Quality Assurance. and Data Conlidentialiny
statements were provided.

RESULTS and DISCUSSION:

Nominal Actual Cone. MMAD GsD Mortality/Number Tested
Cone. (Gravimetric) nin LT -
(mgiL) (mg/L) Alales Females Combined

L2240 748 342 258 (5 (13 010

Test Atmosphere / Chamber Deseription:

Giravimetric Conc, 3.48 mg/l.
Chamber Volume (L): 30
Airflow: ISLEM
Temperature: 19-21 °C
Relative Humidity 30-33%
(mean):

Time to Fquilibrinny; § minutes

Test atmosphere concentration - Samples were aken at 15 minute intervals and the
concentration determined wravimetrically, Samples were withdiwn at a known rate and the
volume of air sumpled was measured. Dried filter samiples were then used 1o determine the
concentration.

Particle size defermination - A cascade impactor was used to determine the particle sive
disteibution of the test atmosphere, Samples were taken 3 times during exposure. Total mass of
particles and the percent mass in cach size range was caleulated, Resulting values were
converted to probits and plotted o log format.

A Mortulitv - Nane, as nated i table.

B. Clinical abseryvations - All animals survived and gained weight during the study period.
Siuns of toxicity noted doring exposure included increased respiratory rate and wet fur in afl
animals and an isolated occurrence of decreased respiratory rate in one animal. Post-cxposurc.
sigms of wxicity neted included increased respiratory rate, hunched posture, pilocrection. wel fur.
pallor of the extremitios. noisy respiration and isolated eccurrences of redfbrown staining aicund
the eves and sneezing, One-hour post-cxposure i1 pn-vements inthe antmais condifions were

Page 11 of 1E




PO Coidte: 120301
FIPA FITE SYMBOL: 264-1EF

noted. All animals appeared asymptomatic on study dav 3.

C. Gross Neeropsy - At necropsy. a single instance of dark foci wos noted on the lungs of one
test antmal. No other gross internal findings were observed at necropsy.

D. Reviewer's Conclusions: Avrce with study author,

fedt
L

Fage 12 of



PO Coder 120341
EFa STLE SYMBOTL: 264-1FE

Reviewer: Breann Hanson Diate: Feb, 140 2003
Risk Manager (EPA): Marcel Howard, RM 23

STUEDY TYPE: Dermal Scensitization - Guinca DMg Winkelman: QPPTS 870.2600: OLCLD 406
TEST MATERIAL: Thidiazuren Technical (AL unreported. Bateh Nao.: unresoried:
appedrance: anreported)

CITATION: Chow, N.L. (1975) Phase 3 Summary of MRID 00064737 (T18) Thidiazuron: Skin
Sensitizing Test on Guinea Pigs. Laboratory 11, Noo 125273, Unpublished study prepared
by NOR-AM Chemical Company. May 131975, MRITY 94246010,

SPONSOR:  Bayer CropScience. P.O. Box 12014, 2 T.W. Alexander Drive, Research Triangle
Poark. NC 27709

EXECUTIVE SUMMARY: Inadermal scusitization steely PVRID 94246570) with
Thidiazuron Technical (AL unreported, Bateh No.: unreported: cppearance: unveportad), 20 male
young adult Winkelman guinea pigs (Weight: 270-320 g2 Saurce: wreported) were tested using
the Buehler method. Once a day for 10 days a 0% wiv suspension of the test sthatance was
subcuaneeusly injected into 10 fest animals. For the first injeciion 0.05 mb was administered
arud (.1 mL for the remaining @ injections. 24 hours aiter cach injection the animals were
observed for dermal irritation. Fourteen dayvs affer the last induction a challenge injection of both
0.05 ol el the 1% w/'v suspension and 0.05 mL o water were given to cach of the test animals
and (o a set of 10 naive control animals. Scveral times over the next 24 hours the injection sites
were evaluated and the animals were graded for dermal irritation, No positine control was
inciuded in this study,

s

Low grade reddening and swelling was noted in arcas treated with hoth the 186 w/v suspension
and water for bath the est and control animals.

Based on the results of this study. Thidiasuren Technical deeg nat have to be labeled as a dermal
cnsitiser

This study 13 classilicd as wnaceeptable. [t does not satisfv the gnideline requirernent for a
primary derimal sensitization study (OPPTS 870.2600: OFC1Y 406) in the Guinea pig. The
reported information does not meet corvent GLP standards. No certification nf the test substance
is submitted. so 1t is not clear as to what was actuzily tested (AL and no information on
hatchdot number or the test substance appearance is provided, The source of the animals i3 not
reported. Results are not reported i a way for this reviewer to accept the luboratory’s
conclusion. There are no individual or group scores lor dermal irvitation during the induction or
vhallenpe pluses reported. Atso, it is not clearly stated that the control animals were treated with
the test substance at challengze. No historical positive control study we - =nhmitted. This is
required to ensure the testing ficitities ability in recognizing/performing a dermal sepsitization

FPage 13 of 15



PC Cude: 120301
EPA FILE SYMVMBOL: 264-1510

study., No Quality Assurance stateinent was provided with the study, Also. The GLP and Data
Confidentiality statements submiticd were siahed n T[990 13 years aller the Llest was performed.

COMPLIANCE: Signed and dated GI.P, and Dala Confidentiality statcments were provided.

1. PROCEDURE

A, Inductien - Onee a day for 10 days a 1% wiv suspension of the test substance was
subcutancously injected into 10 test animals. For the first infection (.05 ml. was administered
and 0.1 mL for the remaining 9 injections. 24 hours aller each injection the animals were
vbserved for dermal irritation.

B. Challenge - Fourtcen davs after the last induetion a challenge injection of both 0.05 m!. of
the 1% w/v sugpension and (105 ml. of water were given to each of the test animals and to a set
of 10 naive cantrol animals. Several times over the next 24 hours the injection sites were
evaluated and the animals were graded for dermal irritation. No positive control was included in
this siudy.

C. Naive Controls - A set of 10 naive control guinea pigs were treated in the same manner as the
test animals cxcept they were treated with the suspension fluid onlv.

1. RESULTS and DISCUSSION:

A. Reactions and duration - Low grade reddening and swelling was noted in arcas treated with
both the 1% wiv suspension and water for both the test and control animals.

B. Paositive coutrol - No positive control study was included in this study.

C. Reviewer's Conclusions: Disagree with study author.

D. Deficiencies:  The reported information docs nol meel current GLP standards, Na
certilication of the test suhstance is submitied, so 1t s not clear as to what was actually 1ested

(A 1.%) and no information on bateh/lot munber or ihe test substance appearance s provided.
The source of the animals is not reported. Results are not reported in o way Lor this reviewoer to
aceept the laboratory™s conclusion, There are no individual or group scores for dermal feritation
during the induction or challenge phases reported. Also, it is not clearly staied that the conirol
animals were treated with the test substance at challenge. No hisforical positive control study
was submiticd. This is requived 1o ensure the testing facifitics ability in recogmzing/performing a
dermal sensitization study, No Quabity Assurance statement was provided with the study. Alse,
The G1.P and Daty Confidentiality statements submited were signed m 1990, 15 vears after the
lest was periomied.

Page 14 of 15



PC Cude: 12030
EPA FILE SYMBOL: 264-1FF

1. DP BARCODE: D
2. PCCODE:

3. CURRENT DATE: 14FEBR20035

4. TEST MATLRIAL:

*Vhidiazuron (Al 98.7% wiw. Baich No.: CHI07623-02; vellowish powder)
b Thidiazuron Teehnical (AL 98.7% wiw, Bateh No.: 7/9 82; powdcr)

" Thidiazuron (AL 98.7% wiw, Baich No.: CHID7623-02; beige powder)
""Thidiazuron Technical (Al unreported, Batch No.: unreported; appearance: unreported)

Stady/Specics/Lab

Schering AG
125/75 109-06-1975

MRID Results yiow] b

Study # /Date Swilt Mgy
Acule oral toxicityirat® 46121501 | LDy, ==2,000 me'kg i A
Huntingdon Life Scienges Lid. (males, females combined)
TOX 20138/04-05-2001
Acule dermal toxicity/rat * 46121502 | LD, => 5,000 mg'kg Y A
Huntingdon Life Seiences Ltd. fmales, females combined)
TOX 20139/04-05-2001
Acute dermal toxicitv/rabbit ° 41426901 | LD, —> 4,000 mp/kg HL | A
RCC {malcs. females combined)
031 140/05-07-1984
Acute inhalation toxicity/rat© 46121303 | LDy = 348 mgfl, (males, | IV A
SafcPharm Laboratories females combined)
TOX 20142/03-29-2001
Dermal scnsitizationsauinea pig 9 | 94246010 | Ts not a dermal sensitizer - U

Core Grade Key: A =Acceptable, 5 = Supplementury, U = Unucceptuble, W = Wajved

Fage 15 of 15




